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CLAIMS AS AMENDED: 

1 . (Currently Amended) A method of determining the initial dose of a vitamin 
D compound [[,]] for the treatment of secondary hvperparathyroi dism and renal 
osteodystrophy without increasing the incidenc e of hypercalcemia comprising: 

a) measuring a patient baseline PTH fbPTH) y alue. 

b) determining [[the]] aflnal dose of the yitamin D compo und, where the final 
dose Is that dose associated with a first stable cl inically significant 
reduction in patient intact parathyroid hormone (PTH^ for the vitamin D 
compound . 

c) Applying the baseline PTH value and final dose to regression analysis. 
and 

d) calculating tfie initial dose of the vitamin D compound from the regression 
analysis of step c > 

2. (Currently Amended) The method of claim 1 wherein the [linear model] 
regression analysis is a zero intercept linear model. 

3. (Original) The method of claim 1 wherein the vitamin D compound is a 
vitamin D2 compound. 

4. (Original) The method of claim 3 wherein the vitamin D2 compound is 
paricalcitol. 

5. (Currently Amended) The method of claim 4 wherein the initial dose is 
patient baseline PTH/8Q ( bPTH/80). 

6. (Cun^ntly Amended) [[TheJLmethod of treating secondary 
hvoerparathyroldism and renal dystrophy using a vitamin D compound without 
increasing the incidence of hypercalcemia rrdaim 1 further]] comprising 

a) measuring a patient baseline PTH value: 

2 

PAGE 3/12 ' RCVD AT 1/23/2006 1 1 : 1 1 :17 AM [Eastern Standard Time] * SVR:ySPTO-EFXRF-6/30 ' DNIS:2738300 * CSID: ' DURATION (inm-ss):02-36 



JAN. 23. 2006 1 0:1 7AM m. 3048 P. 4 

674LUS.01 

determining a final dose of the vitamin D compound a ssociated with a 
first stable clinically significant reduction in patient PT H for the vitamin D 
compound; 

c) appivinq the baseline PTH and final dose to regression analysis: 

d) calculating the initial dose of the vitamin D compound from the 
regression analysis of step c: and 

e} {[administration ofll administering the initial dose determined in step d 
to the patient 

7. (Currently Amended) A method of treating elevated Intact parathvrQ_id 
hormone (PTH) in a patient commencing treatment for [[ESRD]] end stage renal 
disease , the method comprising: 

a) determining the initial dose of a vitamin D compound from a regression 
analysis based on a patient baseline PTH (bPTH> and a final dose of the 
vitamin D compound associated with a first stable and clinically significant 
reduction in patient PTH for the vitamin D compound , and 

b) administering the initial dose of the vitamin D compound detennined in 
step a to the patient. 

8. (Original) The method of claim 7 wherein the vitamin D compound is 
paricalcitoi. 

9, (Cun-entiy Amended) The method of claim 8 wherein the initial dose is 
about patient baseline parathyroid hormone/80 f bPTH/8Q). 

10, (Currently Amended) A method of treating a patient [undergoing vitamin D 
therapy] for end stage renal disease [[ESRD]] using a vitam in D therapy, 
[[wherein the]] comprising administering an initial dose of vitamin D 

Had ministered]] to the patient wherein the inrtial dose of vitamin D is about 
patient baseline parathyroid homione/80.( bPTH/80 ^ and bPTH is the baseline 
PTH for the patient . 
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1 1 . (Currently Amended) A method of treating a patient [undergoing vitamin D 
therapy] for secondary liyperparathyroidism using a vitamin D therapy , [wherein 
the] comprising administering an initial dose of vitamin D [administered] to the 
patient wherein the initial dose of vitamin D Is about patient baseline parathyroid 
hormone/so (b PTH/80 ^ and bPTH is the baseline PTH for the patient . 

1 2. (Cun-ently Amended) A method of determining the initial d ose of a vitamin 
D compound using a zero-intercept linear regression model [to determine the 
initial dose of a vitamin D compound]. 

13. (Currently Amended) A method of treating a patient undergoing vitamin D 
therapy for [[ESRD]] end stage renal disease wherein a zero-intercept regression 
model is used to determine the initial dose of the vitamin D compound. 

14. (Cun-ently Amended) The method of claim 13, wherein the vitamin D 
therapy Tf the vitamin D compound]] results in the prevention or treatment of renal 
osteodystrophy or secondary hyperparathyroidism. 

15. (Original) A method of claim 8 wherein the initial dose Is at least 1 meg. 

1 6. (New) The method of claim 1 3. wherein the vitamin D therapy does not 
increase the incidence of hypercalcemia. 
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